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RE: Docket No. 91N-O1O3 HeaIth Claims for Omega-3 Fatty Acids
and Coronary Heart Disease - REQUEST FOR EXTENSION

Dear Ms. Lewis;

The Consumer Healthcar=ProductsAssociation’s Omega-3 FattyAcids Health Claim Task
Group is preparinga responseto the Food andDrug Administration’scall for scientificdata,
researchstudyresults,and otherrelatedinformationon the relationshipb-ten omega-3 fatty
acidsand coronaryheartdisease. This notice was publishedon September8, 1999 in the
Federal Regiskw.

Since FDA’s Mt action on this topic in 1992, a significantbody of informationrelatedto the
relationshipof omega-3 fafty aeida~d ooronatyheartdiseasehas been developed. Literature
searcheshave identifiedover 1,100 paperspublishedexaminingthe effieacy or sticty d’ this
,xelationship.After examinationand evahation of the searches,we have identifiedapproximately
150 reportathatneed to be reviewed and submittedto the agency in an orgmized fomnatto
supportthe relationship. This informationis critical10the agency as it reviews the omega-3
fatIYacid – ooronaxyheartdiseaserelationship.

While we aremaking an earnestattemptto compile the infbrmatio~ it iEtime ccymlrningto
-eve, review, summarize and organizethe in$lorrnatlon,andwe anticipatebl it ti~ bO
dif%xdt to complete the task by FDA’s 75 day (November 22) doadlii. As we draw aloser to
the agency’s deadline, it has come to our attention fiat the kbnerkan Hca~ *iq@n W-
takes plaoe November 6 tbro~ 11, 1999. All but one of our expertmmdiovaaoulerckhkltMKs
@m whom we plan to obtain ipput on our submission will be unavailable V? us d- .!$ week
of rhe MM meeting. We would like to submita thorough integrated,and concise mmrnary of
the Jargebody of newly avsilabb informationwith appropriatecollaborativeinputhorn our
weJ1-recognizedexperts. We thereforerequestthatthe ageney extendthe comment periodfor
four weeks to December 20, 1999 and allow 102 days to enable us to include all of rhenecessaxy
infotiation,
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ThankYOUfor your considerationof this requestwhich if granted,will help us provide the
agency withusefid informationas it considersthe relationshipof omega-3 fatty acids and
eoronmy heartdisease, Seventy-five days to evaluateand develop an integratedsummaryof 150
reportsis simply insul%eienttime for this impomml effort.

R. William Solh?r,Ph.D.
.

Senior Vice President
and Directorof Science& Technology
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cc: Dr. Beth Yetley
Mr. JosephLevitt
Dockets Management Branch
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